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SUBJECT 

License No.: PENDING Control No.: 573227 

SUMMARY 

We have reviewed your application dated July 15, 2010, requesting a new byproduct 
materials license and find that we need additional information. 

This also refers to the telephone discussion between you and me and my supervisor, 
Patricia Pelke, on July 28,2010, at 3:30pm. In that discussion, it was agreed that our 
review would be limited to the authorizations requested for byproduct materials in Item 5 
of your application but restricted to use in dogs and cats only, at this time. Use in ferrets 
and horses and non-food animals would be excluded from the review at this time. 

In addition, we (Michael Herr and I) conducted a prelicensing site visit with you and 
another of your proposed authorized users, Dr. Speiser, and your consultant, Patrick 
Byrne, on August 17, 2010. This visit greatly helped us to focus our review and 
determine the additional information we will need, as follows: 

I. During the site visit, I asked about the chemical and physical form of the iodine- 
123 and iodine-I31 that you propose to use. You advised me verbally that the 
iodines were non-volatile. Please clarify and explain this assertion and if product 
literature from the vendor can support your claim that the iodines will be bound 
and non-volatile, please provide that information also, briefly. 

2. In our discussions of Drs. Cawood and Scheiber’s previous training and 
experience using the byproduct materials requested for diagnostic and 
therapeutic purposes in dogs and cats, it became apparent that each 
veterinarian’s relevant radiation safety and clinical training and experience had 
been quite limited and took place many years ago. 

Please submit additional information supporting the application of Drs. Cawood 
and Scheiber as authorized users for byproduct materials’ use in diagnostic and 
therapeutic studies in dogs and cats. 



Specifically, it appeared that you (Ryan) would be collaboratively utilizing your 
expertise as a trained, experienced and certified Nuclear Medicine Technologist, 
coupled with your Bachelor’s degree in Animal Science, to evaluate, diagnose and 
treat dogs and cats with Drs. Cawood and Scheiber, who possess the veterinary 
doctoral degrees and expertise with client patients that are relevant to your work 
under the proposed license. 

Please explain, simply and clearly, how this collaboration will function and what, if 
any, additional training and experience Drs. Cawood and Scheiber will acquire to 
enhance their qualifications to the level that will enable us to approve them as 
authorized users. 

At this time, it appears that we will be able to approve you, Ryan Harrell, as an 
authorized user and as the RSO. 

However, please note that NUREG 1556, Vol. 7, page 8-4 contains this statement: 
“Granting of an NRC license does not relieve a licensee from complving with other 
applicable Federal, State, or local regulations (e.g., local zoning requirements, a 
local ordinance requiring registration of a radiation - producing device.” 

In addition, if the State of Michigan requires that a licensed veterinarian evaluate, 
diagnose, treat and administer radioactive materials to animal clients, the NRC 
license proposed will not override that requirement, as it mav pertain to Dersons 
rendering care to the animal clients. 

3. Please specify the manufacturer’s name and model number for at least one sealed 
source requested in Item 5.d’ 5.e.’ and 5.f. (cesium-137, barium-I 33 and cobalt47 
sources to calibrate the dose calibrator with.) Please confirm that each sealed 
source is registered as an approved sealed source by the NRC or an Agreement 
State. 

4. Please provide more specific details, briefly, concerning the training and 
experience that you, Ryan Harrell, have had in the practice of nuclear medicine 
and in the conduct of regulatory affairs (licensing and inspection), if any. 

5. Please provide additional information with respect to your training program. For 
example, please describe the types of workers, by occupational category, that you 
expect will be placed in each of the two classes of workers for training purposes, 
with the understanding that each of these groups of workers, or members within 
each group, may transition between Class 1 and Class 2 work as your program’s 
needs dictate. 

6. Please confirm that instruction in the radiation safety program elements and 
topics will only be provided by the RSO. At this time, it is our understanding that 
neither of the proposed veterinarians/proposed authorized users may be 
sufficiently qualified, initially, to provide certain types of instructions that the 
license will require. As the proposed veterinarianslauthorized users acquire 
greater training and experience with time and practice, you may request an 
amendment to the license to expand the list of personnel authorized to provide 
radiation safety instruction. 



In addition, please either state specifically the names and qualifications of “RSO 
delegates” who may conduct worker training or withdraw this request. 

7. Please describe how you will assess the effectiveness of training provided to 
workers, as it appeared that your letter dated July 15, 2010, did not address this 
information. 

8. Please describe the facilities and equipment to be made available at each 
location where radioactive material will be used. Include a 
description of the area(s) assigned for the receipt, storage, 
preparation and measurement of radioactive materials. Submit a revised 
diagram showing the locations of shielding, the proximity of 
radiation sources to unrestricted areas, and other items related to 
radiation safety. When applicable to facilities where radioactive 
materials may become airborne, the diagrams should contain 
schematic descriptions of the ventilation systems, with pertinent 
airflow rates, pressures, filtration equipment, and monitoring 
systems. Diagrams should be drawn to a specified scale, or 
dimensions should be indicated. For facilities where it is 
anticipated that more than one laboratory or room may be used, a 
generic laboratory or room diagram may be submitted. 

9. During our site visit, you mentioned that, as necessary, you may have to “decay-in- 
storage” via a freezer the remains of animal clients who do not survive while still 
containing licensed material. Please confirm that you will hold radioactive material 
(including waste streams and animal remains) with a physical half-life of less than 
or equal to 120 days for “decay-in-storage” before disposal in ordinary trash 
provided: 

A. Before disposal as ordinary trash, byproduct material shall be surveyed at the 
container surface with the appropriate meter set on its most sensitive scale and 
with no interposed shielding to determine that its radioactivity cannot be 
distinguished from background. All radiation labels shall be removed or 
obliterated. 

B. Generator columns shall be segregated so that they may be monitored 
separately to ensure decay to background levels prior to disposal. 

C. A record of each disposal shall be retained for 3 years. The record must include 
the date of disposal, the date on which the byproduct material was placed in 
storage, the radionuclides disposed, the survey instrument used, the 
background dose rate, the dose rate measured at the surface of each waste 
container, and the name of the individual who performed the disposal. 

IO. Please revise and submit your sample “Instructions to Animal Caretaker Upon 
Release” to include appropriate care of dogs and to include the name of a 
knowledgeable person to contact and that person’s telephone number, in case 
the caretaker has any questions, for both cats and dogs. 

As noted during the site visit discussions, our review was based upon NUREG 
1556, Vol. 7, with special emphasis on Appendix H. You may wish to consult this 



guidance document in preparing your response. It is available on our website 
at: 

Please also be reminded of the provisions in 10 CFR 30.9(a), “Completeness and 
accuracy of information,” ...”( a) information provided to the Commission by an 
applicant for a license or by a licensee or information required by statute or by 
the Commission’s regulations, orders, or license conditions to be maintained by 
the applicant or the licensee shall be complete and accurate in all material 
respects.” 

In accordance with 10 CFR 2.390 of the NRC’s “Rules of Practice,” a copy of this letter 
will be available electronically for public inspection in the NRC Public Document Room 
or from the NRC’s Agencywide Documents Access and Management System (ADAMS), 
accessible from the NRC Web site at http://www.nrc.gov/readintl-rmladams. html. 

ACTION REQUIRED 

Please submit your written response to my attention at the above address and reference 
it as “additional information to control number 573227” to facilitate proper handling. 

PLEASE DIRECT ANY QUESTIONS YOU MAY HAVE TO ME AT (630) 829-9841 or (800) 
522-3025, ext. 9841. 

~ ~ ~ ~ ~~~~~-~ 

NAME OF PERSON DOCUMENTING CONVERSATION DATE 

Colleen Carol Casey August 26,2010 
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